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DETAILED ACTION 

Status of Claims 

Claims 1-20 are pending, of which Claim 1 (the sole independent claim) has 
been amended and Claim 20 is new. All claims are examined on the merits. 

Claim Objections 

1 . Claim 19 is objected to because of the following informalities: lack of antecedent 
basis for "the receptacle". It is believed that Claim 19 is dependent on Claim 17 instead 
of Claim 16. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 1-7, 9-12, & 20 are rejected under 35 U.S.C. 103(a) as being obvious 
over Christopher (US 4,571 ,241 ). 
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With regard to Claims 1 , 4, 5, & 7, Christopher teaches a device for opening a 
human bladder comprising: 

an oblong member (40 & 14) for opening the urethral sphincter, said oblong 

member being configured to drain fluid from the bladder; and 
a guide member (30) for manipulating the oblong member, at least a part of the 
guide member being made of an elastically deformable material flexible 
enough to be bent into a first configuration and then unfolding from said first 
configuration into a second configuration in which said guide member is 
sufficiently rigid in a longitudinal direction to be used to insert the oblong 
member into a urinary tract without buckling under longitudinal pressure 
associated with insertion. 
Christopher does not explicitly teach a rolled or folded first configuration for the 
guide member (Col. 4 lines 3-1 1 ), but since the guide member disclosed by prior art is 
plastic and flexible enough to follow the contours of the urethra, it is capable of being 
bent or rolled in an essentially elastic formation. It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify Christopher for the purpose 
of storing the guide member in a configuration that makes it easier to transport. 

With regard to Claims 2 & 3, Christopher also teaches that a cross-sectional area 
of a major part of the guide member is substantially smaller than a cross-sectional area 
of the oblong member in both the first and second configurations (the cross-sectional 
area of the guide member does not change). 



Application/Control Number: 10/539,777 Page 4 

Art Unit: 3761 

With regard to Claims 6 & 15, Christopher does not expressly teach that the 
device is packed in a first configuration and the guide member unfolds upon un- 
packaging. However, Christopher discloses that the guide member is flexible to fit 
contours yet rigid enough to maintain its shape, and the same goes for a part of the 
oblong member (col. 4 lines 40-43). It would have been obvious to one of ordinary skill 
in the art at the time of the invention to modify Christopher by packing it in a folded 
configuration for the purpose of making the device more easily transportable and to 
keep the device free from contaminant prior to use. 

With regard to Claims 9-1 0 & 1 2, Christopher also teaches a slack tube (1 6), the 
slack tube being less rigid than the oblong member (as can be seen in Fig. 2 by the 
collapse of the slack tube 1 6 compared to the oblong member 40 & 14) and that the 
slack tube and the oblong member are provided in one piece (see Figs. 2 & 3). 
Christopher further teaches that the slack tube includes a gripping element (any part of 
its edge that extends farthest away from the bladder), allowing the user to grip the slack 
tube for removing the oblong member from a urinary canal (since the slack tube and 
oblong member are joined, pulling on the slack tube will also pull out the oblong 
member). 

With regard to Claim 1 1 , Christopher does not teach that the slack tube is longer 
than the guide member. However, modifying the size/length of a tube requires only 
routine skills in the art. It would have been obvious to one of ordinary skill in the art at 
the time of the invention to modify Christopher for the purpose of allowing the urine to 
be drained inside the slack tube into a collection container (if the guide member is 
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longer then any container attached to the slack tube would have an outlet to allow the 
guide member to pass through and allow for urine to leak outside the container). 

With regard to Claim 20, Christopher also teaches that the guide member is 
connected to one end of said oblong member and is in substantially linear alignment 
therewith (when the guide member is used in inserting and removing the oblong 
member, it comes in contact with the distal end of the oblong member and therefore is 
considered to be connected, see Col. 4 lines 62-64). 

5. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Christopher in view of Eshel et al. (US 5,916,195, "Eshel"). Christopher does not 
expressly teach that the guide member includes a gripping element. Eshel teaches a 
guide member (3) for insertion of a urinary drainage tube wherein the guide member 
includes a gripping element (39). It would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify Christopher with Eshel for the purpose of 
easily holding and manipulating the guide member. 

6. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Christopher in view of Lambert (US 4,487,808). Christopher does not teach that at least 
part of the device is provided with a hydrophilic surface. Lambert teaches a hydrophilic 
coating used for medical devices such as urinary catheters (Col. 3 lines 49-54). It would 
have been obvious to one of ordinary skill in the art at the time of the invention to modify 
Christopher with Lambert for the purpose of making the insertion more comfortable for 
the patient. 
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7. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Christopher in view of Tihon (US 5,562,622). Christopher does not teach that the 
oblong member is solid. Tihon teaches a urinary drainage device with an oblong 
member (12, see Figs. 1a & 2) that is solid. It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify Christopher with Tihon for 
the purpose of forming an oblong member with more rigidity that allows for easier 
insertion. 

8. Claims 1 6 & 1 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Christopher in view of Haacke et al. (US 2002/0123739, "Haacke"). Christopher does 
not teach a guiding device or a sealing element. Haacke teaches a guiding device (13) 
with a compartment (empty space inside 1 9) for guiding drained urine, the guiding 
device being adapted to convey an oblong member (10) from the compartment and into 
a urinary canal. Haacke also teaches a sealing element to seal between the 
compartment and the urinary canal (the exterior part where handle 15 joins to sliding 
hose 1 2). It would have been obvious to one of ordinary skill in the art at the time of 
the invention to modify Christopher with Haacke for the purpose of helping to align the 
drainage device for a quicker and painless insertion and to have an anchor abutting the 
urinary canal entry to provide more stability during the procedure. 

9. Claims 1 7 & 1 9 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Christopher and Haacke as applied to Claim 16 above, and further in view of Kubalak 
(US 2002/0103467). Christopher and Haacke do not expressly teach a receptacle. 
Kubalak teaches a receptacle for use in urinary catheter systems. Kubalak also 
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teaches that the receptacle is formed of a flexible material that allows the manipulation 
of the device through a wall of the receptacle ([0004]). It would have been obvious to 
one of ordinary skill in the art at the time of the invention to modify Christopher and 
Haacke with Kubalak for the purpose of allowing for easier clean-up. After the 
modification, the receptacle would be in fluid communication with the compartment of 
the guiding device because the guiding device acts in part as a urine collection tube. 
Response to Arguments 

10. Applicant's arguments with respect to claim 1 have been considered but are moot 
in view of the new ground(s) of rejection necessitated by amendment to the claim. 

Conclusion 

1 1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUSAN SU whose telephone number is (571)270-3848. 
The examiner can normally be reached on M-F 8:30AM-6:00PM EST (alternate Fridays 
off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Susan Su/ 

Examiner, Art Unit 3761 
/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



